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DETAILED ACTION 



Location of Application 

1. The location of the subject application has changed. The subject application is now 
located in Group 1630, Art Unit 1634, and has been assigned to Primary Examiner Bradley L. 
Sisson. 

Continued Examination Under 37 CFR 1.114 

2. A request for continued examination under 37 CFR 1 .1 14, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this appUcation is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1 .1 14. Applicant's submission filed on 28 February 2002 has been entered. 

Claim Rejections - 35 USC § 112 

3. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written descnpt,on of the mvention, and 

contemplated by the inventor of carrying out his invention. 

4. Claims 1-10 and 16-20 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the appUcation was filed, 
had possession of the claimed invention. In evaluating whether an application has satisfied the 
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written description requirement under 35 USC 1 1, first paragraph, the question is not whether a 
claimed invention is an obvious variant of that which is disclosed in the specification. Rather, an 
application, must describe the invention, and do so in sufficient detail that one skilled in the art 
can clearly conclude that the inventor invented the claimed invention. Lockwood v. American 
Airlines Inc. (Fed. Cir.) 41 USPQ2df 1961, at 1966. Here, applicant is seeking patent protection 
for a generic claim of determining tetracycline using any cells and constructs that have been 
defined functionally. While generic protection is possible, such broad scope of protection, 
however, also requires greater levels of disclosure. Guidance for just what level of showing is 
considered to meet this requirement can be found in the University of California v. Eli Lilly and 
Co. (FED. Cir. 1997) 43 USPQ2d 1398, 1406, citing /« reAngstadt, 537 F. 2d 498, 190 USPQ 
214 (CCPA 1976) that a "disclosure of forty working examples sufficiently described subject 
matter of claims directed to a generic process." Here, claims are drawn to a generic method 
using nucleic acid sequences that are defined not in terms of what they are but in terms of how 
they are to fimction; Lilly, hi claim 10 it is seen that the claims are directed to the testing of 
specific products. A review of the disclosure, however, fails to locate where applicant has 
adequately described the testing or analysis of these products. Similarly, the claimed method 
encompasses the use of virtually any recombinant prokaryotic cell that has comprises a DNA 
vector comprises a gene that encodes a hght-producing enzyme. A review of the disclosure, 
however, finds but a single construct and but a single type of cell. While one may argue that 
other such cells and constructs are obvious, obviousness of claimed yet non-disclosed 
embodiments does not satisfy the written description requirement; Angstadt. 
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5. Claims 1-10 and 16-19 remain rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for the use ofE. coli K-12/pTetLuxl and E. coli K- 
12/TetLucl to detect the presence of tetracycline in the presence of culture broth as well as in 
spiked limpec porcine serum, does not reasonably provide enablement for the detection of any 
and all levels of tetracycline in any type of sample, regardless of its heterogeneity. The 
specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly comiected, to make and use the invention commensurate in scope with these claims. 
Factors to be considered in determining whether a disclosure would require undue 
experimentation have been summarized in In re Wands, 8 USPQ2d 1400 (CAFC 1988). They 
include (1) the quantity of experimentation necessary, (2) the amount of direction or guidance 
presented, (3) the presence or absence of working examples, (4) the nature of the invention, (5) 
the state of the prior art, (6) the relative skill of those in the art, (7) the predictability or 
unpredictability of the art, and (8) the breadth of the claims. 

The Quantity of Exverimentation N ecessary 

The quantity of experimentation need is great, on the order of several man-years and then 

with little, if any, reasonable expectation of success. 



TU. Amnnnt nfPirerfin. nr G^ndance Pr o y ided and The Pr.'^enre or Absence of Workin . 

Examyles 

The specification provides five examples: 

Example 1, page 16, reconstitution of freeze-dried E. coli K-12/pTetLuxl; 
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Example 2, page 17, construction of different sensors; 

Example 3, page 18, measurement of tetracycline levels in pig serum; 

Example 4, page 18, measurement of tetracycline in milk using the chelator EDTA; and 

Example 5,page 18, provides a description of Figure 11 as it relates to "the kinetics of bacterial 

bioluminescence after exposure ofE. coli K-12/pTetLuxl to different dilutions of tetracycline 

antibiotics." 

In Example 2, page 17 of the specification, a comparison was conducted between E. coli K- 
12/pTetLuxl and E. coli K-12/TetLucl. In Example 3, (page 18, first paragraph) "fresh K coli 
K-12/pTetLuxl were diluted 1:50 with 25 mM MES buffer in M9 minimal medium, pH 6.0. 100 
til bacterial suspension was added to microtiter plate wells containing 100 ix\ of pig serum spiked 
with different tetracyclines." Example 4 (page 18, second paragraph), like that of Example 3, 
teaches the use of coli K-12/pTetLuxl in detecting the presence of tetracyclines in milk to 
which has been added EDTA. The specification does not teach how one of skill should proceed 
in the testing of samples such as "fish, meat, infant formula, eggs, honey, vegetables, serum, 
plasma, whole blood or the like" (claim 10). 

At best Examples 3 and 4 address the aspect of using pig serum and milk as a starting 
material. Upon closer inspection, however, not even these two examples are found to provide 
the reactions conditions used for each of the assays. Accordingly, one of skill in the art would be 
forced to develop and identify reproducible conditions whereby such methods can be practiced. 
To force the public into enabling the practice of a method is an improper shift of the burden of 
enablement away from that of appHcant to the public as it is the application, not the public, 
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which is to fully enable each and every claim. The situation at hand is analogous to that in 

Genentech v. Novo NordiskA/S 42 USPQ2d 1001. As set forth in the decision of the Court: 

" ' rTlo be enabling, the specification of a patent must teach those skilled in the 
art how to make and use the full scope of the claimed invention without undue 
experimentation.' In re Wright 999 F.2d 1557, 1561, 27 USPQ2d 1510 1513 
(Fed. Cir. 1993); see also Amgen Inc. v. Chugai Pharms Co 927 J. 2d^^^^^ 
1212 18 USPQ2d 1016, 1026 (Fed Cir. 1991); In re Fisher, All F. 2d 833, 166 
USPO 18 24 (CCPA 1970) C[T]he scope of the claims must bear a reasonable 
correlatiok to the scope of enablement provided by the specification to persons of 
ordinary skill in the art.'). 
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"Patent protection is granted in return for an enabling disclosure of an invention, 
not for vague intimations of general ideas that may or may not be workable. See 
Brenner v Manson, 383 U.S. 519, 536, 148 USPQ 689, 696 (1966) (starting, m 
context of the utility requirement, that 'a patent is not a hunting license It is not a 
reward for the search, but compensation for its successful conclusion. ) Jossmg 
out the mere germ of an idea does not constitute enabling disclosure. While every 
aspect of a generic claim certainly need not have been carried out by an inventor, 
or exempUfied in the specification, reasonable detail must be provided m order to 
enable members ofthe public to understand and carry out the invention. 

"It is true . . . that a specification need not disclose what is well known m the art. 
See e s Hybritech, Inc. v. Monoclonal Antibodies. Inc., 802 F.2d 136 /, li83, 
231 USPQ 81 94 (Fed. Cir. 1986). However, that general, oft-repeated statement 
is merely a rule of supplementation, not a substitute for a basic enabhng 
disclosure. It means that the omission of minor details does not cause a 
specification to fail to meet the enablement requirement. However, when there is 
nn disclosure of ^n y specific starti ^ p ni.tmal or anv of the conditions under 
which a proces«^ r.«n he carried o ^it undue experimentation is required; there is a 
faihire to meet t H^ enablement req n^r^ment that cannot be rectified by asserting 
that all the disdn.nre related to th e, process is within the skill ofthe art. It is the 
.purification, not the knowledge of o ne skill in t he art, that must supply the novel 
asnects of an invention in order to mnstitute adequate enablement. This 
specification provides only a starting point, a direction for further research. 
(Emphasis added) 



The Nature of the Invention 
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The claimed invention relates directly to matters of physiology and chemistry, which are 
inherently unpredictable and as such, require greater levels of enablement. As noted in In re 

Fisher 166 USPQ 18 (CCPA, 1970): 

In cases involving predictable factors, such as that, once imagined, other 
embodiments cai be made without difficulty and their performance charactensUcs 
;"d^teTC^^^^^ known scientific laws. In cases involving -predictab^ fact^^^^^^ 
such as most chemical reactions and physiological activity, the scope of enablement 
obtousrvLes inversely with the degree of unpredictability of the factors mvolved. 



The State of the Prior Art 

The state of the art is limited in the area of recombinant mechanisms for the detection of 

tetracyclines. 

ThP Relative ^^/^ nf Those in the Art 

The relative skill of those in the art that is most closely associated with the claimed 
invention is high, on par with those that hold a Ph.D. in biochemistry. 

The Breadth nfRmpP nf the Claims 

The claims have sufficient breadth of scope so to encompass any number of constructs 
that can be used in the detection of any level of tetracycline. As presently worded, the claimed 
method places no limitation on (a) the type of media used for culturing the transformant; (b) the 
type of transformant used; (c) the heterogeneity of the sample; (d) what means are used to 
determine just which tetracycline is present; (e) what means, if any, are employed so to 
determine the quantity of each tetracycline present; and (f) the level of sensitivity of the assay. 
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U view of ,he breadth of scope of ,he daims nowbetore the Office. «,e unpredicUb.eness of the 

the public in orier to practice the full scope of the claimed method constitutes undue 
experimentation. Accordingly, applicant is again urged to consider adopting claims that more 
closely align the scope of the claims with the level of disclosure provided. 

Rp.s ponse to ar2ument 

6 The request for filing an RCE in the subject application contained a request for entry of 
theamendmentof28December2001.PaperNo. 13. The Advisory action of 10 January 2002 
addressed the arguments provided in Paper 13 except for the aspect of Applicant's declaration. 

which is considered presently. 

7. On 28 December 2001 a Declaration was filed under 37 CFR 1 .132 by one Matti Karp, 
admttted co-inventor of the subject applicahon. I. is noted, therefore, that the remarks of 
declarant are no. that of a disinterested third party but rather, one who holds an interest in the 
proceedings now before the Office. Declarant6 states that "Wechniques for analyzing samples of 
biological tissues and fluids were well known at the fime otthe present invention," as were 
.■Mechnicues for preparing recombinant DNA vectors and transformed host cells." Attention is 
directed to several publications, which are alleged to support this conclusion. Armament is also 
presented that the 'speciflcation provides sufficient guidance to a person of ordinary skill in the 
ar, to practice the claimed invention;" attendon being directed to page 9, lines 7-17. 
8 Declarant's arguments have been Mly considered and have not been found persuasive for 
while certain aspects of the technology may be known, the declaration does no, point to how one 
using the prior art would know how to modify the prior art teachings so to arrive at applicant's 



■ Page 10 

Application/Control Number: 09/529,967 
Art Unit: 1634 

12. Claims 4, 17, and 19 recite the limitation "the plasmid pTetLuxl" in lines 1-2. There is 
insufficient antecedent basis for this limitation in the claims. 

13. Claims 5 and 18 recite the limitation "the insect luciferase gene" in line 2. There is 
insufficient antecedent basis for this limitation in the claims. 

14. Claim 6 recites the limitation "the plasmid pTetLucl" in lines 1-2. There is insufficient 
antecedent basis for this limitation in the claim. 

15. Claim 7 recites the limitation "the sensitivity of the analysis" in lines 1-2. There is 
insufficient antecedent basis for this limitation in the claim. 

16. Regarding claim 7, the phrase "e.g." renders the claim indefinite because it is unclear 
whether the limitation(s) following the phrase are part of the claimed invention. See MPEP 
§ 2173.05(d). 

17. Claim 8 recites the limitation "the sensitivity of the analysis" and "the tetracycline 
derivative" in lines 1-2. There is insufficient antecedent basis for this limitation in the claim. 

1 8. Claims 8 and 9 provides for the use of cells (claim 8) and X-ray or photographic film, a 
CCD camera, a Uquid scintillation counter or a luminometer (claim 9), but, since the claims do 
not set forth any steps involved in the method/process, it is unclear what method/process 
applicant is intending to encompass. A claim is indefinite where it merely recites a use without 
any active, positive steps delimiting how this use is actually practiced. 

19. Claims 8 and 9 are rejected under 35 U.S.C. 101 because the claimed recitation of a use, 
without setting forth any steps involved in the process, results in an improper definition of a 
process, i.e., results in a claim which is not a proper process claim under 35 U.S.C. 101 . See for 
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example ExparteDunM, 153 USPQ 678 (Bd. App. 1967) and Clinical Products, Ltd. v. Brenner, 
255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 



Conclusion 

20. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bradley L. Sisson whose telephone number is (703) 308-3978. 
The examiner can normally be reached on 6:30 a.m. to 5 p.m., Monday through Thursday. 

21 . If attempts to reach the examiner by telephone are unsuccessfol, the examiner's 
supervisor, W. Gary Jones can be reached on (703) 308-1 152. The fax phone numbers for the 
organization where this application orproceedingis assigned are(703)872-9306forregular 

communications and (703) 872-9307 for After Final communications. 

22. Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 



Bradley L. Sisson 
Primary Examiner 
Art Unit 1634 
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